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DETAILED ACTION 
Response to Arguments 

1 . Applicant's arguments, filed 4/23/2007, with respect to the rejection(s) of claim(s) 1-11 in 
view of Roe et al. (US 2004/0127818) have been fully considered and are persuasive. 
Therefore, the rejections have been withdrawn. However, upon further consideration, a new 
ground(s) of rejection is made in view of Sakata et al. and Schraga. 

Claim Rejections - 35 (JSC § 103 

2. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

3. Claims 1-4 and 8-10 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Sakata et al. (U.S. 2004/0215224) in view of Schraga (U.S. 6,022,366). Sakata discloses a 
lancing device comprising a lancing mechanism having a lancet carriage (31), a lancet holder 
(3b) connected to the lancet carriage and a lancet (3a) attached to the lancet holder, a floating 
probe (7) and a pressure tip (8) for engaging a target site and creating a target site bulge 
wherein the floating probe is adapted to floatably rest upon the target site bulge as the target 
site bulge is created by the pressure tip. In the device of Sakata, the floating probe is configured 
to operatively interact with the lancet holder (3b), instead of the lancet carriage (31), to control a 
penetration depth of the lancet into the target site bulge. Sakata also fails to disclose that the 
lancet holder is slidably connected to the lancet carriage (see fig. 15). 

4. However, Shraga discloses that it is old and well known to have a lancet holder and 
carriage slidably connected to each other in order to allow the user to change the penetration 
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depth if desired (see fig. 3c, 3d; "72" ,"74"). In particular, Shraga discloses a lancet holder and 
lancet carriage that are connected with mating threads that slide past each other in order to 
change the position of the lancet holder relative to the lancet carriage. Applying this feature to 
Sakata, it would be advantageous to have the floating probe interact with the lancet carriage 
instead of the lancet holder so that the depth of penetration can be changed due to the change 
in position of the holder relative to the carriage without affecting the rest of the lancet. Therefore, 
it would have been obvious to one skilled in the art to modify the device of Sakata to include a 
lancet holder which is slidably connected to a lancet carriage and have the floating probe 
operatively interact with the lancet carriage (31) instead of the holder as made obvious by 
Shraga in order to gain the advantage of being able to change the depth of penetration. 

5. Regarding claim 2, the device includes a housing (20). The lancet carriage and floating 
probe are slidably connected to the housing. 

6. Regarding claim 3, although not expressly disclosed, the floating probe shown in the 
figures of Sakata does not change shape even when pressed against a tissue bulge and is 
therefore being considered rigid. 

7. Regarding claim 4, Sakata discloses a launcher spring (83) and a decoupling spring (74) 

8. Regarding claim 8, the probe stop surface can be considered the surface of (8) where 
the proximal end of the spring (74) is attached. 

9. Regarding claim 9, the modified device of Sakata has a lancet carriage and lancet holder 
that fit together such that their relative position can be changed to control the depth of 
penetration of the needle. Using the embodiment shown in fig. 1 1 Shraga, the bottom wall of the 
most distal groove (4 th groove on fig.) can be considered a lancet holder over-travel stop 
feature. 
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10. Regarding claim 10, Sakata as modified by Shraga discloses providing a lancing device 
that includes a lancet carriage, a lancet holder slidably connected to the lancet carriage, and a 
lancet attached to the lancet holder, a floating probe, and a pressure tip for engaging a target 
site and creating a target site bulge, wherein the floating probe is adapted to floatably rest upon 
the target site bulge as the target site bulge is created by the pressure tip and is configured to 
operatively interact with the lancet carriage to control a penetration depth of the lancet into the 
target site bulge, contacting the pressure tip with the target site and urging the pressure tip 
towards the target site (see fig. 15), thereby creating the target site bulge as the floating probe is 
floating on a surface of the target site bulge; and lancing the target site bulge with the lancet 
while the floating probe operatively interacts with the lancet carriage to control a penetration of 
the lancet. 

11. Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over Sakata et al. in 
view of Shraga as applied to claim 1 above and further in view of Bocker et al. (U.S. 5,997,561). 
Modified Sakata discloses the invention substantially as stated above, but fails to disclose that 
the penetration depth is between 0.25mm and 1 .5 mm. However, Bocker et al. discloses that it 
is old and well known in the art to include a penetration depth of 0.25 mm to 1 .5 mm in a lancing 
device that has a depth of penetration controlling means. Bocker et al. discloses that the 
penetration depth range can be set between 0.2 and 2.0 mm in order to provide about 100 
microliters of body fluid. Therefore, it would have been obvious to one of ordinary skill in the art 
to modify the device disclosed by Sakata to include a penetration depth of between 0.25 mm 
and 1.5 mm made obvious by Bocker et al. in order to collect an appropriate amount of fluid for 
blood sampling. 

12. Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over Sakata in view of 
Shraga as applied to claim 2 and further in view of Levin et al. (U.S. 4,517,978). Modified 
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Sakata discloses the invention substantially as stated above but fails to disclose a stop lock 
assembly. 

13. Levin discloses a stop lock assembly (55; 33) that includes a button that is depressed so 
that arm (33) disengages hole 35 and the lancet is actuated. The user first cocks the device and 
the stop lock assembly initiates firing of the lancet. Such a configuration causes the lancet to fire 
and then return inside of the lancet housing so that the needle is kept clean and out of the way 
after it has punctured the skin (col. 2 II. 38-58). Therefore, it would have been obvious to one 
skilled in the art to further modify the device of Sakata to include a stop lock assembly as made 
obvious by Levin in order to have a lancet that is easily actuated wherein the needle is 
immediately retracted, keeping it clean, safe and out of the way. 

14. Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over Sakata in view of 
Shraga as applied to claim 2 and further in view of Levin et al. (U.S. 4,517,978). Modified 
Sakata discloses the invention substantially as stated above including a floating probe spring 
(spring 74 now being considered floating probe spring), but fails to disclose an over-travel spring 
or launching spring that, along with the floating probe spring, are configured to control 
movement and positioning of the floating probe, lancet carriage, and lancet holder. 

15. However, Levin et al. discloses that it is old and well known to include an over-travel 
spring (45) and launching spring (37) to control movement and position of a lancet carriage and 
holder (see col. 2 II. 26-32; fig. 2). A similar series of springs could be added to the device of 
Sakata to control the movement of lancet holder as it is not disclosed exactly how the position of 
the lancet holder is maintained when not depressed by the user or how it returns to its original 
position after actuation. Therefore, it would have been obvious to one of ordinary skill in the art 
to further modify the device of Sakata to include an over-travel spring and launching spring as 
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made obvious by Levin et al. in order to provide a control for the positioning and movement of 
the lancet holder and lancet carriage. 



Claim 1 1 is objected to as being dependent upon a rejected base claim, but would be 
allowable if rewritten in independent form including all of the limitations of the base claim and 
any intervening claims. 



Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Kathleen Sonnett whose telephone number is 571-272-5576. The 
examiner can normally be reached on 7:30-5:00, M-F, alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anh Tuan Nguyen can be reached on 571-272-4963. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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